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Saturday June 11th session – CML Clinical 1

Superior efficacy of Nilotinib compared with imatinib in newly diagnosed patients with CML CP ENESTnd Minimum 24 month follow up

Three arms: 

300 mg BID Nilotinib, 

400 mg BID Nilotinib 

400 mg QD Imatinib

       N= 282



N=281



N=283.

CCyR%


87%



85%



77%

By 24 Mos

MMR



71%



67%



44%

By 24 Mos.

Best Molecular Response at anytime

(0.01%  IS CMR4
44%



38%



20%

(0.0032% IS CMR4.5
26%



21%



10%

Freedom from progression to AP/BC (%)

Estimated rate @ 24 mos.

Excluding clonal evolution





99.3%



98.1%



95.2

Including clonal evolution





99.3%



97.3%



93.2%

PFS %

Estimated rate @ 24 Mos.





98.0%



97.7%



95.2%

OS %

Estimated OS rate @ 24 Mos.





97.8%



97.8%



96.3%

Estimated OS rate @ 24 Mos

Considering only CML related

Deaths





98.9%



98.9%



96.7%  


Significantly higher rates of MMR were achieved with Nilotinib either at 300 mg BID or 400 mg BID regardless of SOKAL risk score.  Interestingly rates of CMR were significantly higher for both the Nilotinib arms versus IM, 26%, 21% and 10%.  Deaths were higher in the IM arm (n= 10) versus 5 for the 300 mg BID and 3 for the 400 mg BID.  With regards to emergent BCR ABL mutations, these rates were higher in the IM arm (number = 20) versus 10 for the Nilotinib 300 mg BID and 8 for the Nilotinib 400 mg BID.  As regards to discontinuation (patients withdrawing from the trial, the overall rates were 26% in the Nilotinib 300 mg BID, 21% in the Nilotinib 400 mg BID and 33% in the IM arm.  Discontinuation due to AE or lab abnormalities was very low in the Nilotinib 300 mg BID arm, 9% and 13% for the Nilotinib 400 mg BID and 10% for IM.
At 24 months Nilotinib continues on the good trend we saw with the 12 months and 18 months reports.

Please note the table above was reproduced from the abstract presented.  The abstract was directly quoted in many places to ensure the data was not misinterpreted.
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